Appl. No. i 0/72 1,652 

Reply lo Finai Office Actiou dated October 1 6, 2009 

This is a Response to the Final Office Action mailed on October 16, 2009. The Office 
Action provided a three-month shortened statutory period in which to respond, ending on 
January 16, 2010. Accordingly, this Response is timei> submitted. No fees arc bchcvcd due 
with this. Response The Director is authorized to charge any fees that ma>' be required, or lo 
credit any o-verpayment to Deposit Account No. ,50-4498 in the name of Nestle NutiUion 

Clauns 1, 6-8, lO-U and 26-27 arc pending in this application. Claims 2-5,9 and 12-25 
were previously canceled without prejudice or disclaimer. In the Office Action, Claims 1,6-8, 
1 0- II and 26 are rejected under 35 U.S.C. § 1 12; and Claim 27 is rejected under 35 U.S.C. § 1 03. 
Applicant does not acquiesce in the correctness of the rejections or objections and rcsei-ves the 
right to present specific aiguments rcgaiding any rejected oi .ilis.^'ct! 'o ^ a/' s n.^f -p(.t ifjcally 
addressed. Further, Applicant reserves the right to pursue ihc lull scopt' oi ihc Mibicot ni.utcr of 
the claims ui a subsequent patent application that claims prionty to the mptaat apphcation. 

In the Office Action, Claims t, 5-8, 10-1 i and 26 arc rejected under 35 U.S.C. §U2, first 
paragraph, as failing to comply with the enablement requirement. Specifically, the Patent Office 
alleges that "Applicants do not describe th[e] invention in such a manner that would enable one 
of ordinary skill in the art to use th[e] invention at the higher claimed range of about 15 to about 
20 g [of an ohgo.sacchaudc blend] without undue burden " See Office Actum, page 

Any analysis of whether a particular claim is supported by tin. cusclo^uit m an 
application require.s a determination of whetlier that disclosuie, uhen fikd, ^ODt.uned .sufficient 
mformation regardmg the subject matter of the claims as to enable one skilled in the pertinent ait 
to make and use the claimed invention. The standard for determining whether the specification 
meets the enablement requirement is whether the experimentation needed to prdLnce the 
invention is undue or unreasonable. In re Wand^, S58 F.2d "31, 737, S 1 SPQ2d nuU, 1404 
(Fed Cir i*-)f^f<) .\ocor!{nie;> csc?i T!i'">!di I'lc .-iijij;c J'^c^ i^'ot use Dk tcroi ''undue 
cxpcnmentanon," it has, been mterpieted to require that the clauned mvention be enabled so that 
any person skilled in the art can make and use the invention without undue experimentation. Jn 
re Wmds^ 858 F.2d at 737, S USPQ2d at 1404 (Fed. Cir. 1988). See also llniM States v. 
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Teh-cuvmas. Inc., 857 F.2d T^S. "85. ^ VSPQld HP, 1223 {Fed. Cir. 19X8} ("The test uf 
enablenient is whether one reasonably skilled in the art could make or use the ins entidn from ihe 
disclosures m the patent coupled with informatioji known in the art without undue 
experimentation. " ) , 

Applicant respectfully submits that because the breadth of the claimed invention is clear, 
the skiiled artisan would be able to practice the claimed invention (i.e,, make the claimed 
composition) without undue experimentation. Claim 1 recites a composition compnsing un 
oligosacchartdc blend that compn.ses fnioto-oligoiaccharide (f'OS) and gaiacto-oHgosaL;ch>.^ndo 
(GOS), wherein (a) the composition compri.ses from about 15 g to about 20 g of the 
oligosaccharide blend; (b) each of said oUgofructose and oligogalactose are composed of chains 
with a degree of polymerization ranging front about 2 to about 7; (c) the weight ratio of FOS and 
COS is from about 0.5 to about 20; and (d) the FOS and GOS are capable of synergisticaUy 
promoting the growth of Lactobacilli, such that their combined prebiotic property is greater than 
the sum of iheir individual prebiotic properties. 

I he suitable range of FOS a?Ki (lOS elearl) dellned and can be used m ain auu>um in 
the eompo<sition from about 1 5 g to about 20 g. The types of FOS and GOS are clearly defined 
in (b). The weight ratio of FOS and GOS are clearly defined in (c). Element (d) recites the 
characteristics that the combination of FOS and GOS provide when added to the composition to 
meet the requirements of (a) (b) and (c). As a result, the skilled artisan would be able to practice 
the claimed invention withom undue experimentation because the skilled artisan has clearly 
defined pdrAmeters to use when makuig the claimed composition comprising the recited 
oligosaccharide blend. 

Moreover, Applicant respectfully submits that compliance with the enablement 
requirement of 35 U.S.C. §112, first pai-agraph, does not turn on whether an example is 
disclosed. An example may be '^^vorking" or "prophetic." A working example is based on work 
actually performed. A prophetic example describes an embodiment of the tn \^einuin based. on 
piedicted results rather than wotk actually cond ucted ur ^- tsults auoally rfciiieve d. An applicant 
need not have actually reduced the invention to practice prior to lilmg Sec, MPbT 21o4 (.i2 
Therefore, Applicant respectfully submits that, even if the Patent Office is correct that there are 
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no working examples that describe the use of from about 15 g to about 2{i g of mi 
oligosacchande blend, such a reqiiirenienr is not necessary. The present disciosurc is stiil 
enubhng because Applicant has provided a prophetic example of the claimed composition 
comprising front about 1 5 g to about 20 g of tlie oligosaccharide blend. 

To support Applicant's proposed claims, the specification also specifically describes how 
the use of high levels of FOS may lead to excessive gas production in human x ohintters. To 
avoid such potential disadvantages of high levels of FDS, Applicant has surprisingly found the 
prebiotic propcrtscs of FOS arc signitlcanrl> smprov.u b\ ihe presence of (iOS tnid chat the 
effects of FOS and GOS are more than adduive (i.e., a synergistic effect in promoting the growth 
of beneficial bacteria has been observed). As a result of the synergy, it is possible to obtain an 
equivalent or improved prebiotic effect of FOS at lower dosages. This has the advantage that a 
powerful prebiotic effect can be achieved in vivo while avoiding the need to ingest any single 
prebiotic at levels that could induce side effects. In addition, the maximum prebiotic benefit 
obtainable is superior to that gained from prebiotics individually. See specification, page 3, lines 
i i A-^ such, ihe present uncndon considers tlic di --advantages of providing tuu niticii oi\5 
certain type of fiber and discusses, in detail, how these disadvantages may be overcome by the 
present invention. 

With respect to the state of the prior art, the Patent Office alleges that ''[t]he art teaches 
that a single composition should not contain more than 10 g of fiber and Applicant['s] instant 
Examples do not contain more than lOg of fiber " The Patent Office aho states that "itlt is ckar 
from the piior art abt»\e that amoutits in a smgle composUion aboxe lOg give Jjscurafoit to a 
person.'' See Office Action, page 4. However, Applicant respcctftiliy submits that the Patent 
Office mischaracteiizes the nature of the claimed invention and the scope of die prior art. 

The preseitt invention specifically describes how the use of high levels of FOS may lead 
to excessive gas production in human volunteers. To avoid such potential disadvantages of higli 
levels of l-OS, .\pp1icant has shown that ihe prebiotie prnpertic s of r(>S as signitlcroitiy 
unproved In the presence of OoS and rhc_i. rt ects -n FOS ,>nd G(?S are more th aii ad dtii\e 
( I.e., a synex gi stic effect m promoting the growth of beneficial baciena has been obscivcd) . As a 
result of the synergy, it is possible to obtain an equivalent or iitiproved prebiotic effect of FOS at 
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lowcx (h>diic$. This has the athatitagc tha^ po^^crfrJ P'-',biot!c cfftci can he achieved in \3^o 
v\hiic a\ojding the need to mgost anv single pschioni. a: levels that could induce suk effects. 
Th is utility IS unt cons ideted by the prior art in addition, the niaxinium prehiutie benefit 
obtainable i.s superior to that gained from prebiotics IndividuaUy. See specificatum, page 3, lines 
1 1-26. As such, the present inventian considers the disadvantages of providing too much of a 
certain type of fiber and discusses, in detail, how these disadvantages may be overcome by the 
present invention, which overcome the problems discussed by the prior ait. 

^^o^eo\er, Applicant respeeifully iuhmits thai simpl> because the prKir art alicgcdh 
discloses that too much fibet may cause discomfort does not make the presently clamied subject 
matter un-enabled. Apphcant notes that the prior art does not disclose or suggest that a specific 
oligosaccharide blend of fmcto-oiigosaccharide (FOS) and galacto-oHgosaccharide (GOS) may 
cause discomfort. In fact, the prior art only states that too much fiber may cause discomfort. As 
a icsuit, the prior art has not even considere<i the beneficial effects of the ohgosaccharidc blend 
lii ttccordajice with the present blends . The prior art fails to even consider tliat there may be 
corabinatuHis ot tiiiers that do iwt provRie di-^coinfort despite the assertion by the Patent < >jTKe 

Additionally, the enablement requirement requires only that practicing the cUnmed 
invention not be unduly bm*densome for the skilled artisan. Ix does not require that 
administration of a composition results in no adverse side effects. In fact, many patented dioigs, 
pharmaceuticals and nutritional supplements can cause adverse side effects. Therefore, while 
Applicant doe.s not admit that administration of the presently elamud compositions ma> cause 
discomfoit and, in fact, submits that the opposite is (rue and the presently claimed conipositiOiis 
result in synergii>(ic effects in promoiing the growth of beneficial bacteria, AppHcant submits that 
it is irrelevant whether the prior art indicates that more than lOg of fiber may cause discomfort. 
Indeed, such a teaching would actually lead the skilled artisan down a path divergent from tlie 
presently claimed subject matter in view of such a disclosure. Accordingly, tiie prior art would 
actually teach away fi-om the presently claimed subject matter. 

Finaiiy. widi respect to the quantity of experimentLiiion, the Patent Office continue.s to 
assert that "a burdensome amount of research would be required by one of ordinary skill m ihe 
art to bridge [the] gap" between a composition compri,sing 2g, 2.5g, and 9.86g and a compo,*5ition 
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cunipriMng about 25g. about 2Ug or aix>ut I5g (U tlber. See, Office Acdtm, page 6, line i^>-pagc 
?, line i. However, Applicant respectfii!iy disagrees, instead, as previously discu;5scd. 
Applicant notes that specific amounts of specific ingredients for use in the present compositions 
are clearly set forth in the specification. Among those specific amounts of ingredients, a 
composition comprising from about 15 g to about 20g of fiber is cleaiiy set forth in the 
specification, 

Accordingly, because tiie Patent Office admits that the relative skill of those in the art Is 
\ery high (eg , D md M D, level technology). Applicant respectfully subnut^ that the sksUed 
artisan would be more than capable of measuring from about 15 g to about 20 g ol' fiber to 
include in a composition comprising both FOS and GOS in the presently claimed ratios and lest 
whether this amount provided a synergistic effect over individual FOS, GOS or other 
ohgosaccharide. hideed, the relative skil! of a Ph.D or an MS>. is not even required to be able to 
create a eompositton according to the present claims that include ftovi about 1 u to .ibd! ? If' y 
of the oligosaccharide blend. Rather, anyone capable of adding FOS .uhI t jOS a uimposuinn 
in an amount required by (a), (b) and (c) can practice the claimed invention 

For at least these noted reasons. Applicant respectfully submits that the present claims are 
fully enabled by tlie specification and would not require a burdensome amoimt of 
experimentation for the skilled artisan to obtain compositions according to the present claims. 
Accordingly, Applicant respectfully requests that the rejection of Claims 1, 5-8, 10-11 and 26 
under 35 U S.C. §112. first paragraph, be reconsidered and v%ithdrawn. 

hi tiie Office Action, Claim 2~ ss rejected under 35 U.S.C, ^103ta) as being unpatentable 
o\cr U.S. Patent No. 6,3*^9,124 to Lesens et aL {"Lesem^') in view of U.S. Patent Publication No. 
2003/0138476 to Van Leeuwen et ai {"Van Lecuwen"). Applicant respectfully traverses the 
rejection for at least the reasons set forth below. 

Independent Claim 27 recites, in part, a composition comprisinji glutdunne and an 
oligosacehandc blend that consists essentjaiiy of fmcto-ohgosacchai-ide (FOSi and Lralacto- 
ojigo^acebande (('OS), wiscrem the weight ratio of FOS and CiOS is from about 0,5 to abou*^ 20 
and wherein the FOS and COS are capable of synergistically promoting the growth of 
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Lactobacilli. In contrast, the cited references fail to disclose or suggest each aii<i every eiemeiit 
of independent Claim 27. 

As di-iciis^ed above, ihe present inveniion specifically describes how tiie of high 
levels of FOS may lead to excessive gas production in human volunteers. Fo a\oid such 
potential disadvantages of high levels of FOS, the present invention has shown that the prebiotic 
propeities of FOS as significantly improved by the presence of GOS and tiiat tlic effects of FOS 
and GOS are more than additive (i.e.. a synergistic effect in promotmi: the grnwih of heneficial 
bacteria has l^'cn obser\'ed). As a result of the s>ncrgy, n is poisibie u-, obtain an equivalent or 
improved prebiotic effect of FOS at lower dosages, llns has the advantage tiiat a powerful 
prebiotic effect can be achieved in vivo while avoiding the need to ingest any single prebiotic at 
levels that could induce side effects, in addition, the maximum prebiotic betiefit obtainable is 
superior to that gained from prebiotics individually. See, specification, page 3, lines 1 1-26. As 
such, the present invention considers the disadvantages of providing too much of a certain type 
of fiber and discusses, in detail, how these disadvantages may be overcome by the present 
invention in contract, Applicant respectfully submits that Lesens fails to disclose each and every 
hmitation of the pre.sent claims. 

Lesem md Vait Leeuweft nlaxie or in eombinatian Mi to disclose or suggest compositions 
comprising glutamtne and an oligosaccharide blend as required by Claim 27, Lesens and Van 
Lecmven alone or in combination also fail to disclose or suggest an oligosaccharide blend that 
consisting essentially of fiucto-oligosacchandc (FOS) and yaiacto-oligosaccharide (GOS) having 
a weight ratio from about 0.5 to about 20 as required by Claim 27. 

Luseni is directed to frozen desserts that contain lactic acid bacteria and dietary fibers and 
Its benefit to the human health after consumption of the frozen desserts. Lesens fails to disclose 
or suggest the use of glutamine at any place in the disclosure. Such a bioactive compound is 
known to have health benefits, espcciaiiy with respect to the gastrointestinal tract Fiirthcr. 
Lesens also fails to disclose or suggest compositions having an oligosaccharide blend consisung 
essentially of FOS and G<")S a{ the weight latio in accordance with independent (?laim 27. 
histead, Lesem discloses compositions having either FOS or GOS. but not both and not ai ilie 
claimed ratio. Indeed, the Patent Office fails to point to any specific disclosure in Lesens with 
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respect to thtse t'len^ems. As; a result, Lcsem fa;ls to rccogiuzt.' the advantages, heiietlis and'Or 
propcrtses of the claimed uhgosaceharide blend m accordance v, tth the present claims 

The Patent Office asserts that n would have been obvious to one of t>rdiiiar>' skill m the 
art to make a composition of FOS and GOS in a specific ratio. As support for tiiij> statetiient, the 
J^atent Office asserts that "Examples 4-5 o£ Lessens et al teach a cone made of Raftilose L30 
(table 7) or wafer dough of galaclooht^osaccharide P7L, respectively, and a decoration or coating 
such as that of Table 3 (gaiactouligosaccharidc P'^L) or Table 4 (Raftilose L3t)). However, the 
bKasnples Cited by the l^aicnt Office as dssclosri..' is-,..- of either FOS or GOS do not even use 
the FOS an<i GOS m the same compositions , let alone the FOS and GOS used m the same 
compositions as an oli gosaccharide blend . At best, Lesens discloses that an aerated ice creams 
may be dipped into compositions having GOS (Table 3) or FOS (Table 4), or that ice cream may 
be contained in a wafer doagb containing FOS (Examples 4-5) or GOS (Example 5), At no place 
ill the disclosure does Lesem disclose the use of FOS and GOS in an oligosaccharide blend. In 
fact, Lesens never discloses that the FOS and GOS are used in the same composition, let alone as 
an nijgosacelviHuo blend ol a ^pcc^ilc amount, en a,s an ohgo&accharide blend consisting 
essentially of those two oligosaccharides as required, in pan, by the present claims. 

Van l^euwen k directed to the me of glittamic acid for the preparation of a nutritional 
preparation that is intended for use for the treatment or prevention of excess or undesired 
permeability of the intestinal wall. Van Leeimen specificaUy fails to disclose or suggest 
compositions having an oligosacchandt; blend eoasisnntj; essentia IK of FC*S and OO^ at the 
weight ratio in accordance with mdepcndcnt Clam^ 27. Instead, J'ati I ccuvren discloses 
compositions ha\ mg either FOS or GOS, but not at the claimed ratios. Indeed, the Patent Office 
fails to point to any specific disclosure in Van Leeuwm with respect to the recited elements. 

For at least these noted reasons, Lesens and Van Leeuwen alone or in combination fail to 
disoldse suggest each and every element of independent Claim 27. Moreover. Lesev,!- and lau 
Lceuwn fail to tecognize the advantages, benefits and'or properties of the eiaimed 
oiigtisacebaride blend m accordance with the present claims. According!), Applicant 
respcctfullj requests that the obviousness rejection of Claim 27 under 35 U.S.C. §1 03(a) be 
reconsidered and withdrawn. 
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For the torcgomg roLisoiii. Apphcanr lesptcuulK re!.:iie^l;i rcconbuJemtion of the abovc- 
icientilied patent appijcation and oanie.-^uy solicit ^in early alknxance of ^ame, in ihe event ihere 
leruiiins any impediment to allowance of the claims that could be ciantled in a telephonic 
inter\'iew, the Patent Office is respectfully requested to initiate such an interview with the 
undersigaed. 



Respectfully submitted, 



By 



Kt'stic Healthcare Nutrition 
12 Vreeland Road, 2"*^ Floor 
Fiorham Park, Njf 07932 
(973^ 5^3-7553 



Garj' M. Lobe! 
Attorney for Apphcant 
Reg. No. 51,155 



Dated: December 9, 2009 
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